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TOSHIBA AMERICA MEDICAL SYSTEMS. INC.
2441 Michelle Drive, Tustin, CA 92780
Phone: (714) 730-5000

510(k) SUMMARY

1. SUBMITTER'S NAME:
Toshiba America Medical Systems, Inc.

2. ADDRESS:
2441 Michelle Drive
Tustin, CA. 92780-2068

3. ESTABLISHMENT REGISTRATION:
2020563

4. CONTACT PERSON:
Mr. Charlemagne Chua
Manager, Regulatory Affairs
(714) 669-7896

6. Date Prepared:
December 6, 2013

6. TRADE NAME(S):
Diagnostic Ultrasound System
Aplio 500 Model TUS-A500 V4.0
Aplio 400 Model TUS-A400 V4.0
Aplio 300 Model TUS-A300 V4.0

7. COMMON NAME:
System, Diagnostic Ultrasound

8. DEVICE CLASSIFICATION:
Class 11
Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN [per 21 CFR 892.1550]
Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO [per 21 CFR 892.1560]
Diagnostic Ultrasonic Transducer - Product Code: 90-ITX [per 21 CFR 892.1570]

9. PREDICATE DEVICE:
Product Marketed by 510(k) Number Clearance Date

Aplio 500/400/300 Diagnostic Toshiba America K123992 February 6,2013
Ultrasound System Medical Systems
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10. REASON FOR SUBMISSION:
Modification of a cleared device

11. DEVICE DESCRIPTION:
The Aplio 500 Model TUS-A5OG, Aplia 400 Model TUS-A400 and Aplio 300 Model TUS-A300
are mobile diagnostic ultrasound systems. These systems are Track 3 devices that employ a
wide array of probes including flat linear array, convex linear array, and sector array with
frequency ranges between approximately 2 MHz to 12 MHz.

12. INDICATIONS FOR USE:
The Diagnostic Ultrasound System Aplo 600 Model TUS-A500, Aplio 400 Model TUS-
A400 and Aplio 300 Model TUS-A300 is indicated for the visualization of structures, and
dynamic processes with the human body using ultrasound and to provide image information
for diagnosis in the following clinical applications: fetal, abdominal, intra-operative
(abdominal), pediatric, small organs, trans-vaginal, trans-rectal, neonatal cephalic, adult
cephalic, cardiac (both adult and pediatric), peripheral vascular, transesophageal, and
musculo-skeletal (both conventional and superficial).

13. SUBSTANTIAL EQUIVALENCE:
This device is substantially equivalent to the Aplio 500/400/300 V3.0 Diagnostic Ultrasound
System, 510(k) cleared under K123992, marketed by Toshiba America Medical Systems.
The Aplio 500 Model TUS-A600 Version 4.0, Aplio 400 Model TUS-A400 Version 4.0
and Aplio 300 Model TUS-A300 Version 4.0, functions in a manner similar to and is
intended for the same use as the predicate device. The subject device includes
modifications to the cleared device which improves upon existing features including the
image visualization of blood flow. A comparison table is included in this submission detailing
the similarities and differences between the predicate device and the subject device.

14. SAFETY:
The device is designed and manufactured under the Quality System Regulations as outlined
in 21 CFR § 820 and ISO 13485 Standards. This device is in conformance with the
applicable parts of the 1EC60601-1, lEG 60601-1-1, lEG 60601-1-2, lEO 60601-1-4, IEC
60601-2-37, lEG 62304, NEMA U03 Output Display and ISO 10993-1 standards.

16. TESTING
Risk Analysis, VerificationNalidation testing conducted through bench testing and the
acquisition of representative clinical images included in this submission demonstrate that
the requirements for the improved/added features have been met.

Software Documentation for a Moderate Level of Concern, per the FDA guidance
document, "Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices Document" issued on May 11, 2005, is also included as part of this
submission.
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Additionally, testing of the modified system was conducted in accordance with the
applicable standards published by the International Electrotechnical Commission (IEC) for
Medical Devices.

16. CONCLUSION
The modifications incorporated into the Aplo 500 Model TUS-A5CO Version 4.0, Aplia 400
Model TUS-A400 Version 4.0 and Aplio 300 Model TUS-A300 Version 4.0 do not change
the indications for use or the intended use of the device. Based upon bench testing,
acquisition of representative clinical images, successful completion of software validation,
application of risk management and design controls, it is concluded that this device is safe
and effective for its intended use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring, MD 20993-0002

April 22, 2014
Toshiba Medical Systems Corporation
Paul Biggins
2441 Michelle Drive
TUSTIN CA 92780

Re: K133761
Trade/Device Name: Aplio 500/400/300 Diagnostic Ultrasound System V4.0
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, JYG, ITX
Dated: March 20, 2014
Received: March 21, 2014

Dear Mr. Biggins:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Aplio 55/400/300 Diagnostic Ultrasound System V4.0, as described in your
premarket notification:

Transducer Model Number

PST-25BT PST-30BT PST-50BT PST-65AT
PVT-375BT PVT-375MV PVT-382BT PVT-382MV
PVT-661VT PVT-781VT PVT-674BT PVT-675MV
PVT-681MV PVT-712BT PVT-745BTF PVT-745BTH
PVT-745BTV PVT-770RT PLT-604AT PLT-704AT
PLT-704SBT PLT-705BTF PVT-705BTH PLT-805AT
PLT- 10O5BT PLT- 1202S PLT- 1204BT PLT- 1204BX
PLT- 1204MV PET-508MA PET-S510MB PET-51 2MC

PC-20M PC-50M
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If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies wit other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYouindustry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2lCFR Part
807.97). For questions regarding the reporting of adverse events under the MIDR. regulation (21

-CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/RebportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

= for

Janine Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510O(k) Number (if known)

K133761

Device Name

Aplic 500/400/300 V4.0 Diagnostic Ultrasound System

Indications for Use (Describe)

The Diagnostic Ultrasound System Aplio S00 Model TUS-ASGO, Apio 400 Model TUS-A400 And
Aplio 300 Model TUS-A300 is indicated for the visualization of structures, and dynamic
processes with the human body using ultrasound and to provide image information for
diagnosis in the following clinical applications: fetal, abdominal, intra-operative
(abdominal), pediatric, small organs, trans-vaginal, trans-rectal, neonatal cephalic,
adult cephalic, cardiac (both adult and pediatric) , peripheral vascular, transesophageal,
and musculo-skeletal (both conventional and superficial).

Type of Use (Select one or both, as applicable)

Z Prescription Use (Part 21 CFR 801 Subpart 0) HOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE. DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

-FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

,wr

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fdahhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number"

FORM FDA 3881 (1114) Page 1 of 1 PSC k'lihn Sices (301)443-6740 Er
Page 1 of 36



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anlio 400. Anljo300 V4.0
Transducer:
Intended Use: Diagnostic ultrasound imaging or fluid flowv analysis of the hunm body as follows:

Clinical [Mode of Operation
ApplicationI

Specific B M PWCD Color CombinedTHi Dynamic Power Cl-I 4D Other INotel
(Track 3) 1 j Doppler (Seiy lw2D

Ophithalmic I1 1 I___ I _____11___ I ____ I11 I_________

Fetal 1I PI IP1 PI P 1 2 1]P I P I P I IP ] 5.7.8, 9,10A14
lAbdominal I]PIP IP I P -7 2,3 P [ P --- P l- -P 15,7.8, 9,11 1 II 12,14 151

(1ie P P PP 2 P ] P 47, 11

Intra-operative 1 F1
(Neuro)11 1 ____I _____ I_____I____ I ___________

ILaparoscopic I-I I ___I _ I ______I ___I____ ____I I _________

lPediatric 1I P I I IPI P j 2,3 jP I P I P J P [ 5,7,890.12,14,15

Smanl Organ (Note lP ' P P I I P 2 P I P I I I11-5....,01.41

dNeonatal Cephalic IPIP P' JI I 3 P_ I P P P I__ I I________
JjAdult Cephalic P PiP I PI P[3 jP p P I 1 I ____

ITrans-rectal lI I [ P J [ P 1 2 [ P I P I P j I P 1 4757711,12
iTrans-vaginal 1I P I I 1 II P 2 jP[I P [ P [}IPj 4,5,7,11,12
Trans-urethral I W - _____I______ _____I_____1 ____________

Trans-esoph.jj hI
(non-Card.)

(Conventional)I I 2 P P I P 1j 1 j 4 S..& 7 9 .lO . 4 .15j
Musculo-skeletal P 2 II PIp 1 1 5689111.5
I(Superficial) [Ii P P P I _ 2 P I P_ I P_ 1 _1.56-..9101 _141

jIntravascular 1 1 1 _____ ______I____I_____ ____ l ____________

O0ther (Specify) ~I _____I______ ___ _____I_____I___ ___ ____________

lCardiac Adult I PIT'1P PP 1[ 3 1 PI~ P j I IP1 1 4,13
ICardiac Pediatric IPIP IP IP j 1 P[ I P I P' I P I 4A13

Inravascu lar

(C ard iac ) I_ _ P_ _ _ _ _ I _ _ __ I I _ _ _ _ P 3_ _P I 1 I_ _ 1 4 ,13___ _ __ _ __ .
litacrie I I I I I I I i I iI 1

Other (Specify) I 1 I____ I _____ I ___ I ____ II I I__________

Peripheral vessel I PI PI P I PI P 1 2 1 P I P I P 1 11 5 6,8.9 10 .1 5
O1ther (Specify) }I [ I I I______ I_______ I i I______ I______ I I I_____________________

N = new indication: P - previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducers: K1 23992. K(121422 and K(103629

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; EDE/MOF; BDF/MDF/PWD
Note 3 Combined mode includes RIM: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWIJ: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.Ofliagnostic Ultrasound System

System: Apljo 500. Apljo 400. Apijo 300 V4.0
Transducer: PST-25BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation ___________________ __________________

Specific [ B 1 M IPWDTWDJ Color jCombined THi Dynamnic IPower CHI 4D Other

(Tracks 3) Doppler (Specify) Flow 2D [Note]

,Ophthalmic I I I _____ ______ i______I_____ I I______

IlAbdominal I Ii P -FP[ I 13 P P ""~__ I
Intra-operative (Abdominal) 1 11 ____I_____II ____ ___ 1 I_____I

lintra-operative (Neuro) 111 ____I_____ I____ ___I I I_____I
L1aparoscopic I11____ _____I ____I____17 ____I
lPediatric [P IP IP I PI P I 3-T -FI P ____

Small Organ (Specify) (1) 1j ~ 1 1 __ 1 _____ 1 1______ [ 1 _____1_____ I ______I

[Neonatal Cephalic P -P P ] P 3 P~ P JPJf ____

jAdult Cephalic IP1P P' IP P' 3 P P P '__

ITrans-rectal [ II____I I____1 ___I I____I
ITrans-vaginal [ J ____I_____"""I____ ____I ~ ____

rTrans-urethral [ I ____{____ ____I____II____

[Trans-esoph. (non-Card-.) f}' __J1 ____1 I ___ ___ __ ____

Fmucl-kltl(Conventional)l I I___ I- I ______I T______ { I _____ I '_____I I I I__
F u s u o k e t l ( S u p e r f i c i a l ) ~ J] _ _ _ _ j _ _ _ _ _ _ _ _ _ J _ _ _ _ - ~ _ _ _ _

Intr-avasc ulIar1 11 ____I_____F7____I ___1F h____I
IlOther -(Specify) 1 1 1____ _____ ____ ___ __ I~ ____

[Cardiac Adult IPTI P P I P 13 -1P I P I P I P1 4.13
lCardiac Pediatric iPIPP I P 3 PP P P 1 V 4,13
Intravascular (cardiac) i i___I____ ____ I____ ___ I ____

ITrans-esoph. (Cardiac) J ___I____ ____ F1 ____I___ I i _____I

llntra-cardiac III- ____I_____ ~ ____I____I~

[O0ther (Specify) Tii I____I_____ ~ ___ __ I __1

IlPeripheral vessell u l____ ____II ___I ___11__ I____I
bo0ther (Specify) i-r-m~ _____ I___I__I I I I____ I- I _____I

N = new indication: P = previously cleared by FDA; E - added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; I3DF/MDF/PWD
Note 3 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; B3DF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPurc
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio 500/400/300 V4.O13iagnostic Ultrasound System

System: Anlio 500. Apijo 400. Anljo300 V4.0

Transducer: PST-308T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____ ________ ____ ____

Specific BMPWCWJColor Combinedl THi Dynamic Power CHII 4D Other
(Tracks 3) JDo 1 D ppler (Specify) Flow 2D [Note]

iOphthalmic1 1 i 1 1 ____I_____ __ ____I____ i ____I

[Abdominal JP PJP}PJP 13 IP P I-I lii
[intra-operative (Abdominal) I l i _____ ______I ___I_____ ____ I]_____
ftntra-operative (Neuro) 11 _ _I __I____ I _____ ____ ____I I

[Pediatric P__ P P____ P P _____ 3 ~ P ____ P P___ 1I __

[Small Organ (Specify) (1)P P3 p I " II J _ __

[Neonatal CephalicP I ___ I I ___ I P 1 3 1 IP I P____ I

IAdult Cephalic IPI PIP I PI P 3 P II P I-P-
ITrans-rectal F I~ I I___ I _____ I I____ _________

ITrans-vaginal I l i I__I_ I ____ I I ___II i ____

[Trans-urethral I l i ___ ____F ____I___ 1 ___

ITrans-esoph. (non-Card.) Iii I_____J ____ ____r_____
IMusculo-skeletal (Conventional) I I ____I_____ ____ ____I I ~ ____

IMusculo-skeletal (Superficial) [Il ____I_____ [____ ____ ~ ~ ____

Intravascular I 1 I I _ I ____I ____ I _____I___ I____ I___ I II _____

O0ther (Specify) I I I __ I ___ ____ ____ I I I I ___ I ___ I _____

icardiac Adult IVFI 1 IP I P~ I 1P11 413]
jCardiac Pediatric I P I P ] I P 1 3 1l[ P I P i 1 4.A3
l~Trasesoph (Cardiac) I I I 1 _ I I____ I____ I I I J I___ I_
Itravscularh (Cardiac) I I I I__ I1____ I I_____ I I I____ I~ [_ _ _ I
Inttra-cardiac [I I1I1 I I ______I I____ _ I I _____I I____ II I_____

tother (Specif ) I 1 1 I__I__II I ______I I ______I I____ I l I_____
IlPeripheral vessel f 1 1 I_____I______I ____ ____V 1 _____

110ther (.Specify)11 1 1 1 I ____I_____I I____I ____7I_____I

N = new indication: P = previously cleared by FDA; EF added under this appendix
Previous 5 10(k) of the transducer: K123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes HIM: fl/P WD: BDFIPWD: BDFIMDF: HDF/MDF/PWD; 2DICWD: I3DF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 1 2 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SM1

Prescription Use Only (Per 21 CFR 801.l09)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplic 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anljo 400r Arlio 300 V4.O
Transducer: PST-50BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the humant body as follows:

Clinical Application IMode of Operation _ _ _ _

Specific B }M [PWD JCWD I Color C omnb in e d} THI Dyn a m ic Power CHII 4D OtherF_ (Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophthalmic ~1~I______j_______ I______I_____ I______

rAbdominal _______ I P FV P 3 P P ~ PI
Flintraoperative (Abdominal) 1 1 1 ____I_____I ___ ___ I I _____I

(intra-operative (Neuro) f f I ____ 1____ ___ 1___I____
11Laparoscopic I _I_ _[ _F _I I _

IlPediatric 1PIFP P1 P 1 3 VT P p- F ___ I____
11Small Organ (Specify) (1) 7F I____ I I_____ I____ I I 1I____ I
INeonatal Cephalic J~P jP P ]P P P P IW I' I~ I7___

jI Adult Cephalic IPIPI P P I P 3 P 1 P P - I__ I___
Ijirans-rectal . I FI____I ____II ____1 1I_____
jirans-vaginal l Ii T__ ___ ____ __I____I___I__ __

Ijlrans-urethralI ____1_____1 I____1 ___I I I ____

Iirans-esoph. (non-Card) ____1_____ ____]____I F _____I

[FMusculo-skeletal (Conventional)I 1 1____ ____ I____ ___ I____
IMusculo-skeletal (Superficial) _ Jf__ --- T____ --- T_____I ____ ____II ___

lintravascular II~I1-I_____ ______I __________I _____

EOther (Specify)I i ___1 _____I______Ii_____I ____I ___L ______I

lCardiac Adult IPiPI' P I P' 3 j1)P P P [P 4,13
Cardiac Pediatric P P~ P P~ I 3 IP P jP Pi[ 4,13
lntravascular (Cardiac) [I I ____I____ _____I___I____ ____I __ ____

Ilrans-esoph. (Cardiac) {j I ____I_____I I ___ ____I I______
ilntra-cardiac 1 1 1____ _____I ____I____ I ____

{TPeripheral vessel _ _ T T T I~ 1 I____ I I____I_

11Other (Specify) I- v r I____ I _____I.I____ ____F___LI____
N = ne'w indication: P - previously cleared by FDA; E - added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.Ofliagnostic Ultrasound System

System: Anlio 500. Arlio 400. Aolio 300 V4.0
Transducer: PST-65AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____

Specific B M iPWbDiWD Color ICombined I lDynamic IPower CII 4D Other
(Tracks 3) DoppleiSeiy Flow 2D [Note]

Ophithalmic ______I _____I______1 ___1_____I ____ _____

lFetal I I I_ _I_ _I_ _ _I___ _ < 1___I I ___

jAbdominal P I PI PI PI P 13 [ PfIP P I_ I I_ Ii
jIntra-operative (Abdominal)[ j ____J_____I I____ _ __I___I I_____
Iat-operative (Neuro) ] I I____ ____ ____I____I I ____

ILaparoscopic I _IIII I I__ _ I I I _ __ II ____I

Pediatric I1P1 PFVP7FP7 P 3 iP I P' P Il I___
ISmall Organ (Specify,) (1) 1~ F h 1____ 1 1____ i1 1____ 1 ___ i ____

Neonatal Cephalic IjP IPjIPjIPI Pi 3 IPIP I~ P I I_[__
IAdult Cephalic I~pp~ P IPIP 13 11 P Jp P I I _
Trans-rectal I1I II I _____ I I______ 11 I_____ _____I I_____ I

jTrans-vaginal I___I I I I_____1______ ___I______1_____I___ ___ ____

ffrans-urethral I ____1 ____1 1 ____1____ I I____
[Trans-esoph. (non-Card.) l l t ___I____1 ____I l ___ 1___ ____

[Musculo-skeletal (Conventional)l lt___I____1 _____I ___ 1____I I_____
IMusculo-skeletal (Superficial) j j I I____ ____ __ ____1____I I ____

1ilntravascular l l _____ ______ ___ _____ _____I____I____I______

110ther (Specify,) l I l I _____1______ ___1_____ ____

jCardiac Adult IP I PI PI ~ I 1 PIPIP I PII 4.13
jCardiac Pediatric lI IPI P I{P I P 1 3 1 P' 1 P' 1 P jP I 4A13
jIntravascular (Cardiac)l l ! ____1_____1 __1 ____1____I I___I_____

Trans-esoph. (Cardiac) l l _________ ____1____ ~ ____

Intmra-cardiaclI t I _____1______11_____1 ____ I _____I

flOther (Specif ') j j___ _____1______ 1_____ ____ I _____

freripheral vessel I I _____1______11_____1 ____II ______I

Il0ther (Specify) [ I i ____ ____ ____J____I I I____
N = new indication; P = previousy, cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K 123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes R/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes RIM; B/P WO: BDF/PWD: BDFIMDF: BDF/MDF/PWD: 2D/CWD: RDF/CWD
Note 4 TDI
Note 5 ApI iPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Aijo 500.Aljo 400. Apliic 300V4.0
Transducer: PVT-375BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IModle of Operation _ _ _ _

Specific B I PWD CWD Color Combined TI [Dyna mic Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow ZD Notel

Ophthalmic l i _____ ______ i ______I______l i ______

FPetal lP P P I P 2 P~ P P J [ 5.7 1Abdominal { 2 77 57 TI 1 [ 5 7 12j
llntra-operative (Abdominal) T ____I_____T____ ___ t ____

llntra-operative (Neuro)] [ I ____I_____1 ____I___ T f t ____I

ILaparoscopic ____I_____1 ____I____II _____

jPediatric lPIPt I P }2 IP] P -T P 15I . 7.12-151
Small -Organ(Specif ') (1) 11 1 1____ 1 1_____l~ ____ ____ I ___

[Neonatal Cephalic-F F T 1 1 I____ I I_____ I___ I ________ I I ___

jAdult Cephalicl i I I i ____I_____ I ____ ____ll _ _ _ _
[Transrectal[ l l ____I_____I ____I____i l ____I

~Trans-vaginal[lt ____I i ____I___ I
ITrans-urethral ti l tlTIl _I l_
Irrans-esoph. (non-Card.) I1 1 F - I __ I ____ I ___ I I___ Il I____
IMusculo-skeletal_(Conventional) III____t _____I ___ I____I l _____

llntravascularl i It I____ _____I ________ 1 1 1 _____I

O0ther (Specify)l l _I_ _ I_ _[ t_
jCardiac Adultl l l _____I______[I_____t ____l t ______

lCardiac Pediatric i l I ____ I____ ___ t ____

lintravascular (Cardiac)l l t 1____1 ____Ii ____I____l t _____

jTrans-esoph. (Cardiac) it I l____I ____III___ t ____

Ilntra-cardiac 7ti 1I____ ____ i____ ___ t ____

ilotler (Specify) I---. I-T__ _____I l____ ____T ~ ____

I Peripheral vessel t I ____ ____II ____I ___I [ _____I

[other (Specily) l i ____I_____I I____ ___ 7 ____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: K1 23992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/P WD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes HIM: B/PWD; BDF/PWD; BDFIVDF: BDFiMDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Notel5 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplic 500/400/300 V4.ODiagnostic Ultrasound System

System: Aplio 500. Aplo 400. Aplio 300 V4.0
Transducer: PVT-375MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation
Specific B M PWD lCWD IColor lCombined THi Dynamnic P ow e r TCuH - 4D Other

(Tracks 3) {Doppler (Specify) Flow ]2D [Note]

OphthalmicII l ____t* I ____I____ I ____I

l~bdeial PF7FH I .IP 2 P P I PjI{ N I5,7,8,9Jl0I
_________________PI I l P 12 P__I P I P___ N57,8,9101

1lntra-operative (Abdominal) [ i ____I_____I I____ ___ ---- I____
iFntra-operative (Neuro)1 1 1 ____J_____ __I ____I____I I___I_____
iLaparoscopic ~__ __ ____J____ __ ____I_ _ _ _ 1 I____

11Pediatric IPTP P f___ [P 1 2 P _____ P I1 N 1577ss,loI
lISmall Organ (Specify) (1) I I1 __1 ____1_____ I____ ____

,[Neonatal Cephalic T l ____I_____ ~ ____1____ I ____

IlTrans-vaginal 1 1 1____ ____ I____I____I I____
d Trans-urethral I1I]--l____ ____ I____I____I I____

ITrans-esoph. (non-Cad.)I __ ____I_____ __ ___ ____I___I I____

INmusculo-skeletal (Superficial) I l ___F ____I_____ __ ____I____ ~ i____
HIntravascular I I T____ T __ ____I_____ ____I____ I ___I____

Il0ther (Specify) ___I___I____ _____I ____I____ __ ___I____
ICardiac Adult _ _I_ _ I ___ I _ _ _ _1___1____1_ _ _ 1 1 _ _1____

[Cardiac Pediatric __ I ____I_____1 __1 ____1____1 1 __ 1____
Intravascular (Cardiac) lF I _____I_____ 1 1____ ____ ___1____

rFans-esoph. (Cardiac) Jj I I____I _____1 ____1____11 1____
hlntra-cardiac ---F--I ____I_____11____1 ____ 11____
1other (Specify) 1IV~ ____I_____lT____I____1 1____
[f0ther (Specify) l T ____I _____1 1 11 1 1____
N -new indication; P - previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer K 123992

Note I Small organ includes thyroid, breast and testicle-
Note 2 Combined mode includes R/M: B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes R/M: B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems; Inc. 5 1 0(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anlio 500. Aolio 400. Anlo 300 V4.0
Transducer: PVT-382BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follow~s:

Clinical Application IMode of Operation _ _ _ _ _ _ _

Specific B i NI PDCWDT Color ICombinedITHI IDynamici Power CHIII 4D IOther
(Tracks 3) 1 Doppler1 (Specify) Flow 2D [Note]

'Ophthalmic I I i___ ____ ____.-I____ ___ 1 ____

P~ta P P1~ P12 P~ P JP 5,7___
11madoaiin (Abdominal) {ljP II-F ~ I __ ,1

Ilntra-operative (Neuro) ____ ____ ____J___

L1aparoscopic F[TF7 I____ I ____ 1 ____1_____F

jPediatric P i ' I P 1 2 1IP I P' I P I 1 15.7.712
I~al Organ (Specify) (1) I I [ _____1______ I_____ ____ 1

jNeonatal Cephalic I I I___f ____]_____ __ ____j____ __ ____

ijAduhtCephalici- - ___I _____I______I I _____I_____I ___I______

ITruns-vaginal I1[ T _____I______ l_____ ____ - ____ I
[Trans-urethral [Ii ___ ____I_____ [____ ____[ I___
jTrans-esoph. (non-Card.) 1 1 __ ____I_____I ____I____[ I ____

[Musculo-skeletal (Conventional)J I I [____I ____I ____I____

IMusculo-skeletal (Superficial) 1 1 [ ____ _____I ____[____

lIntravascular1- -I I ____I_____I I ____I_______I _____

(O0ther (Specify,)T i l ___I____ _____I ____I____I__ i _____

Cardiac Adult J J I_______ ____

[Cardiac Pediatric 1 ~ ____1_____ 1 ____ ___ 1 ____

l~taaclr(Cardiac)1----. I ____1_____ 1 ____1 ___1 1 ____I

jrn-sp.(Cardiac) 11 1 ____1_____I ___1 ___11 1____I
Frntra-cardiacII1 I ____I_____ i____1 ___11 _____I

O0ther (Specify) 1 1 1____ _____I ____I____I __ ____

jPeripheral vessel I I I _________ ~____ ___ ____

I[Other (Specify)ii i! ___I_____ ______1. I_____1 ___I______

N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K1 23992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; B/PWD: BDF/PWD; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Elastography
Note l2 Fusion
Note l3 2D WMT
Note l4 Boost
Note 15 SMI

Prescription Use Only (Per 2l CFR 80l.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: AnIlio 500. Anlio 400. Ali~o 300 V4.0

Transducer: PVT-382MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ________

Specific ]B M IPWn CWD Color Combined} TIl Dynamic Power [CI[ 4D [Other
(Tracks 3) Dopple (Sciy Flow 2D [Note]

Ophithalmic I 1 1 I I I __ I I_____ I I ____ I____I I I_____

jibdoetal iP IRWPI P 12 P____ P P P> 5,7,9

Inr-iprtv (Abdominal) Ij I T ____[ _____I [____I____ I ____ I
Ijintra-operative (Neuro) I - F I __ I _ __ I _____ __ ____I____I___1 ____

[L-aparoscopic T__ ----_ I- _____I_____ ___I____ ____1___1 ___

Fpdiatrc (SeiP (1 PVV~ P__I___ 2 P~ P P~ P_ ~57,9J
___________________ Ora (Specif__ (1)____I ____ ____I___I ~ ____

[Neonatal Cephalic1 1 1 _________ I ____ ___1 __I __1_____

lAdult Cephalic f l ____1_____ 1 ____ ___ __ ____

ITrans-rectal j j ~ ____ _____[ ____I____~ __ ____

ITrans-vaginal I____I____I I____I___ 1 _ _ ____
ilrans-urethral II I II______I ____ __T 1 ____

iFrans-esoph. (non-Card.) 1 1 1____ ____ I____ ___ 1 ____

IMusculo-skeletal (Conventional) 1 1 ____1_____I ___ ___ i _____

IMusculo-skeletal (Superficial) j J I ____I_____I I____I____I l _____

lintravascular[I7.1_____I ___Il _____

11Other (Specify)I I __ ____1_____1 1____1 ___ __ _____

jCardiac Adult [I 1 -I__ 1 -] ____1_____T_____I____I ~ ____

'[Cardiac Pediatric [ I I ____1 1 ____1____I I____
Inutravascular (Cardiac)[ I I ____1_____1 1 ____1 ___II_____I

ITrans-esoph. (Cardiac) [Lf ____1_____ 1____ ___]~ ____

Ilntra-cardiac F ~ __I 7____ ____ 7 ____ ____I___I 1____
O0ther (Specify) I I ___I~ ____ _____ ___I_____I____ ___I I_____

[P1eripheral vessel I I I ____ _____ __ ____ __7_I___ __ ____

[O0ther (Specif ') I [I I _____I _____ i ____ I____ ___I__________

N - new indication: P - previously cleared by FDA; E - added under this appendix
Previous 5 1 0(k) of the transducer: K1 23992

Note I Small Iorgan includes thyroid, breast and testicle.
Note 2 Combined mode includes DIM; B/PWD; BDF/PWD; BDF/MDF: BDP/MDP/PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Im~aging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 IFlastography
Note 12 Fusion

*Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiag-nostic Ultrasound System

system: Anljo 500. Apljo 400. Aplio 300 V4.0
Transducer: PVT-66 I VT

Intended Use: Diagnostic ultrasound imaging or fluid flowv analysis of the human hody as follows:

Clinical Application [Mode of Opera tion _________ ____________

Specific IB 1 NI TPWDCWD Color Combined THi Dynamic Power ICHIII 4ff Other
(Tracks 3) j Doppler (Specify) Flow2DIoe

Ophthalmic I1- I ____I_____ ____1 ___1 I[..j
[[Abdominal I I I ___ ____T~ ___ ___1 __ ___

intra-operative (Abdominal) 1 }1_____ _____ _____I_____1 [____I_____
[Intra-operative (Neuro) 11 ____1____ 1[ ____I____I__ I I____
[Laparoscopic l i ____I_____I ____I____ 7 ____

ISmall Organ (Specify) (1) [ [ 1 _______1________1 ______ ______I ______

[N~eonatal Cephalic I I ____I_____1 1____ ___ 1 1 ____I

rAdult Cephalic < y ]____ ____ I____ ____III____

Trans-rectal P P 2 PJ P { P [I4,5,7711
[Trans-vaginal P~~~ P P 12 [P{ P P [U157,11
[Trans-urethral 11 I____ 1__F7_ _____I_____I l____
jTrans-esoPh. (non-Card.) 1 1 ____1_____I ____ ___ 1 ____

[Musculo-skeletal (Conventional) I I I~ ____I_____ ____I____

i[Musculo-skeletal (Superficial) 1 1 1 ____ _____I ____I____ I ____

IFln tra, as c u I1 1 a____I_____ __ ____ ____I l ____

O0ther (Specify) 1 1 1____ ____ ____I____I I____
[Cardiac Adult I I I ____I_____II____ ___ 1____
[Cardiac Pediatric 1 1 1____ _____I ____I____I I____
[Intravascular (Cardiac)I---. 1 -I____ ____ I ____I____I II ____I

[Trans-esoph. (Cardiac) 1 11 ____I_____I ____I___ II____I
[Intra-cardiac 1 1 ____I_____I___I____ ____I I ____

[Other (Specify)I I __11 ____1 ____I __I ____I____I I ____I

[ Peripheral vesselJ[] ____I ____I I ____I____I II____
[Other (Specify,) i 1 _____ ______ ~ _____ _____I ~ _____

N =new indication: P = previously cleared by FDA; E - added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes l3/M; B/PWD; I3DF/PWD; BDF/MDP; BDF/MDF/PWD; 2D/CWD; IADF/CWD
Note 4" TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 1 0(k) Prernarket Notification
Aplio 500/400/300 V40ODiagnostic Ultrasound System

System: Aplio 500. Aplo 400. Aolio 300 V4.0
Transducer: PVT-781VT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _ _ _ _ _ _ _ _ _ I
Specific 1 BM PWD CWD Color Combined THi jDynamnic Power CII 40 Other

(Tracks 3) iDoppler (Specify) Flow 20 [Note]

Ophthalmic Fii7 1 _____ _______I ______1_____ I ______

F1etal 11 1 ____7_ 1 1_____I ____I_____I I_____
lAbdominal j ____I _____ I _____1____1 ___I___I _____

lintra-operative (Abdominal) J [ ___ _____I______I I _____1_____1 I___ ______I

Fntra-operative (Neuro) 11 1___1____I ____ I____ ___ ! I_____

lPediatricI-I-.----[--1_____________ I _____1 _____1I ______

Small Organ (Specify) (1) f I ____I_____ I ____1 ___ I _____I

Neonatal Cephalic11 I I____ _____I___I____1 ____ II_____I
jAdult Cephalic l f___I _____I______ _____1_____I I______I
ITruns-rectal 1I I I [ I I_ P 1 2 1 PI P I P' 111 471121
ITrans-vaginal IFiF J I PI I' 2 ri-iI P ] P' 1 14.5.7.1 1.12j
ITrans-urethral I 1 1 ____I_____ ~ ____ ____I I I_____
ITrans-esoph. (non-Card.) I1 1 ____I_____[~ ____ ___ ~~ ____

[Musculo-skeletal
I(Con "en tion al)
IMusculo-skeletal (Superficial)

lIntravascular11 1___1 _____ ______[ _____I_____ II______I
Other (Specify) I I I___ _____ ______F _____I___________

jCardiac Adult l i___ 1_____1 _____ I____ I -T___I I______
ICardiac Pediatric l i___ ___1_____ ______I _____I_____I I______
lintravascular (Cardiac) l i I I____ _____ I____ ____ ~~
TraWs -esoph. (Cardiac) 1 1 1____ ____ ___ i
Intra-cardiac ____I _____I I _____I____ ______

Other (Specify)1 1 1 _____I______ _____I_____ ______I

[O0ther (Specify')J { I_____ ______. _____I_____V hI______
N =new indication; P = previously cleared by FDA: E =added under this appendix
Previous 5 1 0(k) of the transducer: K 123992
Note I Small organt includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/P WD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; 1/PWD; BDF/PWD: BDF/MDF: BDF/MDF/PWD: 20/C WD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CER 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljio 500. Alio 400. Anlic 300V4.0

Transducer: PVT-674BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _ _ __ _ _

Specific IlB IM PWD CWD[ Color }Combined THi Dynamic~ Power CI1 4D Other

(Tracks 3) Doppe (Specify) Flow 2D [Note]

11'etal ]P~~p P P 2 I}P ] P ]j5.77J4
IlAbdominal PV P fP j P j 2 P P P__ 5.7. 14
Ifntra-operative (Abdominal) [ I I ____I _____I ____1____I __ I____I
Intra-operative (Neuro) 1 1 1 ____ _____I ____1____ I . ____

ILaparoscopic I I____ I- _______ --- _____ ___

Pediatric I P I PI PI -T- 2 jP I P __ P 5,7,14
lismall Organ (Specify) (1) 1 1 1 _____ ______[ _____I_____I___ I _____

jiNeonatal Cephalic I I [ ____I_____ I ____ ____I I___I____
IfAdult Cephalic i l I____I _____ I ____I____II __ ____

iTrans-rectal 11 ____I _____I ____I ____II_____

ITrans-vaginal I11____I_____I~-~ ____I____ ~ ____

ITrans-urethralVY I1_____I_____II____I ____I 1____I
ITrans-esoph. (non-Card.) [ i l____ ____ ~ ____I____1i~l____

Mvusculo-skeletal

I(Conventional)
[Musculo-skeletal (Superficial) j J ___ ~ ____I_____I___I____ ____I___I___I____

[Intravascular 1 1 _I_ _I I_ _I I _ I_
I11other (Specify) 1 1 ____I_____I ____I____ i I____
IlCardiac Adult II---~ ____I_____I ____I____I I ___

[lcardiac Pediatric11 1 ____1_____I ___Ii ____I

[jIntravascular (Cardiac) 1 1 1____ ____ I____ ____I I*
[Trans-esoph. (Cardiac) 1 11 _1_ I _ I_ I I _

llntra-cardiac 1 1 1____ ____ 1____ ____
Other (Specify) 7-7--I1 I____ ____ 1____ ____I I____

Il0ther (Specify VTI -- T1I____ _____1 I____ ____I___I I____
N = new indication: P =previously cleared b% FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; I3DF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BOP/P WD: BDFIMvDF: BDF/MDF/PWD: 2D/CWD; BDF/CWO
Note 4 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision tmaging-
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.ODiagnostic Ultrasound System

System: Anplo 500. Aplio 400. Anlio 300 V4.0

Transducer: PVT-675MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analsis of the human body as follows:

Clinical Application IMode of Operation _ _ _ _

Specific B NI EPWD'CWD IColor lCombinedJ TI Dynamuic Power CHII 4D Other
(Tracks 3) 1Doppler I(Specify) I Flow I2D [Note]

_ _ _ _ _ _ _ _ _ _ I I _ I I I __ 2 1 I _ _ P I P 157M .0
jbOphth al I1 P I P P P 1 2____ 1 1 P __IP I P___ I P__ 15 ________

llntra-operative (Neuro) [ 1__ ~

L1aparoscopic I1------- ____11__________

Pediatric P~~ P P' P 2 1 P P P 5K8,9710l
ISmall Organ (Specify) (1) 1 1 1 ____ ____ . ________ ____

jNeonatal Cephalic 1 __ 1____ ____1 1 ____I_________

jAdult Cephalic 1 i I 1____ ____ 1 ________ __ ____

ITrans-rectal I.I1-i--. ____J_____I I____ ____I __ ____

jTrans-vaginal i I ____ ____ II____I___I__ I____
ITrans-urethral 1 1 11_____I ____I____ ____

ITrans-esoph. (non-Card.) 1 1 1____ ~ ____I____I I____
(Conentioal

IMusculo-skeletal (Superficial) I ____ ____ ____I____ I I ____

ItravascularI I I ___I I_____1 ______I 1_____1 ____I I _____I

l10ther (Specify) 1 __ ___1_____1______I ____I ____I___I __ I_____
j~ricPediatric I I ___I___I____ _____I ____I____ __ __ ____

flntravascular (Cardiac) I l I I____ ____ I ____ ___

I[Trans-esoph. (Cardiac) 1 1 1____ ____ ]____ ___ f I____
[ilntra-cardiac ii m i_____I______I___ ____ ____I l_____
if~ther (Specify) I I I___ _____I______ _____I_____I ___ _____

110ther (Specify)1 11 ____I_____I I____I ___1 1I____I
N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle-
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD; 20/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SM!

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anllo 500.A lio 400. AIle 300V4.0
Transducer: PVT-6SI MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation
Specific I B} M JPWD}CWD Color ]CombinedITHi Dynamic~ Power CHIJ 4D Other

(Tracks 3) fDoppler (Specify) Flow 2D [Note]

,Ophthalmic ____1_____1 ___I____I I ____I

Fetal II--~-[____ _____1 1____ ~ I____
lAbdominal ll ____I_____1 ___ ___ ~ I____
llntra-operative (Abdominal) 1 11 ____I_____I ____I____ [1 ____I

FIntra-operative (Neuro) 1 1 1____ _____1 ____I____ 1 1____
Ijaparoscopic1-1II-I____ _____I ____I____I I____I

1IPediatric I --~ --I_____ ______I____I_____ _____I I _____

ISmall Organ (Specify) (1) _____ ______I I_____ ____ ~ _____

Neonatal Cephalic 1 1 1____ _____I ____I____ I ____

fAdlult Cephalic II1_____ ______I____I_____ ____ I _____

jTrans-rectal I P 1 2 1 __PIP I P IV41Ja,l, 11
ITrans-vaginal I I~ P [ 2 1 P j P P j Mj.579 11I

ITrans-esoph. (non-Caud.) ____ _____F i____ ____1 ____

[KNI uscu b-skeletal
I(Conventional)
JMusculo-skeletal (Superficial) I i __I ____I_____ I ___ ___ I__ I ____j
lintravascularI lI I ____I ____I I ____I____I I__ I____
10ther (Specify)1 11 ____1_____I ____I____II____

lICardiac Adult ~l j____ ____ I____ ____I I____
jCardiac Pediatric1 1 11 ____I I ____I ____I 1__ 1____

llintravascular (Cardiac) 1 11 ____1_____1 ____1____II ____I

jTrans-esoph. (Cardiac)1 1 1 ____1_____l I____I ___ I ____I

lintra-cardiac l J { ____I_____1 ___ ___ I ___I____

lo0ther (SpeciA )l I 1- I ____J_____I l____I ____I___I__ I____
I Other (Specify')LIZ ZI ____I____ 11____I____il__ -____

N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 51 0(k) of the transducer: K123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M: BIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/NI; B/PWD; BDF/PWD: BDFIMDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Prernarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anljo400. Ayljo 300 V4.0
Transducer: PVT-71I2BT

Intended Use: Diagnostic ultrasound imaging or fluid flowN analysis of the human body as follows:

Clinical Application IMode of Operation _ _ _ _ _

specific IBIM IPWT CWD1 Color TCombinedT THi Dynamic T Power CHII 4D Other

(Tracks 3) DoppleiSeiy Flow 20Notel

Ophithalmic l i ____I_____I I____ ____I [____
lFetal [ i i____ ____ I____I____I I____
Abdominal P' 2 I ' II 2 ,

ljIntra-operative (Abdominal) [ I I___I____ ____ i ____ ____I___I ___[____

ilLaparoscopic I I I I I _____I _____I I____ ____I I ___

ilPediatric IFP1 1 ' 2 II P I P 1 2[ P -PT 5j7
I~al Organ (Specify) (1) [1 1____ 1 1____ 1 ~ 1 ____ I 7___7_ 1V~ ____

lNeonatal Cephalic [I P I I II P 12 1IPI P IP 1 577
IAdult Cephalic I II I__ I _____I I____ I____I ___ I ____I

Trans-rectal I I I I__ I _____I _ ___ I I ____I____I I ____

ITrans-vaginal [ J I __I I __ I _____I _ ___ I i _ _ I ___ II ___

jTrans-urethral I [ I I____ ____ i____I____I I____
ITrans-esoph. (non-Caud.) 1 1 1 ____ ____ I ____I____I___I___I____

rMuscuio-skeletal
[(Conventional)

M)Iusculo-skeletal (Superficial) l l __ _________ __________________

Ilntravascular l i __ ____ ____ I ____I____I___I_______

O0ther (Specf) l i ____ ____ I____ ____I___ ____

IjCmdiac Adult I I I I- I I____ ____ - ____ ____I___1 l____
IlCardiac Pediatric I II I _ _ I I____ ____ __ ____ ___________

intravascular (Cardiac) I I f I _ I _ ___ I _ ___I I____I____ __ ____

Trans-esoph. (Cardiac) I II __I ____ ____ I ____1____ 1____
,10ther (Specify) I1 1 I_____ I ______ _____ ~ I_____
IlPeripheral vessel F-- -- i- I____ _____1 ____ ________

ITOthet (Specify) iIz.i---- I_____ ______[_________ ____ ___

N = new indication; P = previously cleared by FDA; E - added under this appendix
Previous 5 1 0(k) ofrthe transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; 13/PWD; BDF/PWD; RDF/MDF: BDFIMDF/PWD
Note 3 Combined mode includes HIM; fl/PWD: BDF/PWD: BDFIMDF: RDF/,MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801-109)



Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Aplio 300. Anlio 400. Aolio 500 V4.0
Transducer: PVT-745BTF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application M~ode of Operation
Specific I M I PWD ]CW Color {Combined fTHi Dynamic Power CID 4D Other

(Tracks 3) f __ Doppler (Specify) Flow f[D Note]

,OphthalmicI---I 1 i ____I_____I ____I____ 1 1 ____

lAbdominal JPjPJP PJ 2 P P P 5' J 7
lintr-operative (Abdominal) P~~~ P__ P P 2 P P P' 5.7 I ____

llntra-operative (Neuro) I1 ____1_____1 1____1___ I ____I

ILaparoscopic I1 1 -T___I_____I I____ ___ II____
Pediatric lI i ____ _____ I _____I____ I ____

ISmall Organ (Specify,) (I) __ ____I_____ ____I___ I I I ____I

Neonatal Cephalic I_______ ____ iI____I I ____

Adult Cephalic 1 1 ____I_____ ____I____I I ____

Tras-rectal 1 1 1I_____ I____ ____I I____
ITrans-vaginal 11 ____I_____I ____I____ I I ____

ITrans-urethral[ 1 1 ____ _____ I ____I____ .. II ____I

[Trans-esoph. (non-Card.) [ J I I ____ _____I I____ ____ I I I____I Musculo-skeletal J I I
I(Conventional)1 1 1 ___ ____I ___ ___ __ ____

Musculo-skeletal (Superficial) I ____I ____ T ____I____ 11
lIntravascular1 1 1 ____1_____1_______I ____ I ____

I10ther (Specify) 11 I_ I _II _I_ I _

[Cardiac Adult I I I I I____ ____ __ ____I____l 1 ____

lCardiac Pediatric li ____1_____1___1____1____I I ____

lintravascular (Cardiac) { ~ __ ____I_____I I____ ____I I ____

ITrans-esoph. (Cardiac)II1 ____1_____ I ____I ___ I l ____I

jIntra-cardiac} ] I ____I_____11 ____1 ____I ____I

10ther ________________ (Specify____I_______ - - _____ I_____ _____

JIPeripheral vessel I I _____ ______I _____I_____I I I_____
o1ther (Specify')i I- - - II______I I _____I_____I____ _____I

N = ne"' indication: P = previously cleared bN FDA; E - added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes ElM: BIPWD; BDFIPWID; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes lM; 13/P WD; BDF/PWD; BDF/MDF; BDF/,MDFIPWD; 2DICWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Arlin 500. Anljo 400. Aplio 300 V4.0

Transducer: PVT-745BTH

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application I o eof Operation ___________ ___________________________

specific B M PWD CWD Color lCombined ITHi Dyna mic Power ICHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophithalmnic I_____ I _____I____ I ____

iTFeta-l 11 ____i ____I____II I____I
Ikbdominal (Abdomial)P P 2 P P P ___ f 2

_____________________ (Abdminl) IP P j 2 1P P P Ji 5 7 I
lntra-operative (Neuro) ]I I I1____I ___ V l_____
iLaparoscopicI..-I--II ________I~~!____I ___II__ I____
IPediatric11 1 _____ ______ I______I_____1I I______
!Ismail Organ (Specify') (1) j ~ I ____I_____ iI____ I ____

lNeonatal Cephalic,1 1 1I I ____I____I l____
jAdult Cephalic I I II______ I _____ ____ ___I____1_____

IlTrans-rectal III-I1-----i_____ ~ _____ ____I I ____

IlTrans-vaginal I I I _____I______ II_____I I_____
Ilrans-urethralI- - I I l~ 1____I ____ __ I____I
lTrans-esoph. (non-Card.) 1 11 ____I_____ I ____I ____I__ __ I____I
jMuscul1o-skeetal

IMusculo-skeletal (Superficial) I l I ____I_____ ____I____ I ___I____

iCardiac Adult 1 I i I I____ _____I l____ ____ ~ I____
jCardiac Pediatric 1 1 1 ____ _____I___I____ ____I I ____

lIntravascular (Cardiac) i l I ____I_____ __ ________ I ___I____

,Trans-esoph. (Cardiac)1 11 ____I_____I __1 ____I 1__ ____

jIntra-cardiac1 11 ____I_____I 1 ________1 11____I
iOther (Specify) 1I1 II______I_______I _____ _____1 1 _____

[IPeripheral vessel l ~ I____ _____1 ____I____ F 1____
11other (Specify) 1.I-1------I_____ ______I 1_____ ___1 1_____
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD: I3DF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: I3DF/PWD: I3DF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I11 Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SM!

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Aplio 500. Anlio 400. Anlio 300 V4.0
Transducer: PVT-745BTV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human hod)' as follows:

Clinical Application IMode of Operation _ _ _ _

Specific B M [PWDICWD Color jCombined] THI Dynamic Power CHlI 4D Other
(Tracks 3) Doppler I(Specify) Flow 2D [Note]

lOphthalmic.1 1 1 _____1______1___1 ____ ____1 [ ____

IFetal I I I -I _____ ______1 1_____ ____ 1 ____I____

Abdominal IP!PI I P ] 2 7IPI P I P 5,7__
Ilntra-operative (Abdominal) IP~ P P f2 IPI P' I - ____

Intra-operative (Neuro)1 1 1 ____I_____I___I____I___ I ____

L1aparoseopic 1 1 1 ____ _____I___1____ ____ _______

FPediatric1 11 ____I_____I___I____I____II____

Small Organ (Specify) (1) ____ _____I I________ ~ ____
[Neonatal Cephalic l---T ____I ____ ]_____I____I
jAdult Cephalic l i ______F _____I____ ___ I_____
ITrans-rectal ! ~ [ ____ _____I ____ ____I I ____

ITrans-vaginal I ' 1 ____ ____ I ____ ___ II____
Lfrans-urethralIII II ____I_____I ____I___ II____
ITrans-esoph. (non-Cad.) i i____I ____II____I____I II____

rMusculo-skeletal (Superficial) [ J J I I_____I_____ ____ ____1___ ____

[intravascular 1 1 ____1_____ I ____1 ____1_ _ ____

O1ther (Specift,) 1 1 1 _____ ______1____1_____ ____ ___ I____
jCardiac Adult 1 1 1____ ____ ___ ___ 1____
I!ntravascular (Cardiac) I I I I I____ ____ __

1I-rans-esoph. (Cardiac) 11 ____I_____ ____I____ 1 I____
____________________ _____ ______ -I_____ _____V V - I_____
O1ther (Specify) I I I I - _________ ____I____ I ___I____

IPeripheral vessel 1 1 ___ I _____ -____ ____I~ I___I____
Ilther -(Specib) ------- ________ I ____ __ I- - F ___ 1_____1____ I I __ I -F ____ I

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: K123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD; BDF/PWD: BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21 CER 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anijo 500 Aplio 400. Arlio 300 V4.0
Transducer: PVT-770R1

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mkode of Operation
Specific BMPWCD Color Combined TilDnamicT PowerTCIII 4D Other

(Tracks 3) IDoppler (Specify) Flo 2D [Notel

[Ophthalmic1 1 __1___I____1 ____ 1 1 ____1____1___I___ ____

I itaoeaie(Abdominal) ~ __________ _________ ___

[ Intra-operative (Neuro) __ _________i- 1 _____ __ I I I____I

1ILapaoscopic 1 1 1 [ 1 ____I____ 1 __ 1 _____1 1___ I ____

P1ediatric 1 V 1___ ___ _____I______ _____1__________

liSmall Organ (Specify) (1) I I 1____I_____ ______1 _____I__________
[Neonatal Cephalicil ] I____ _____1___1____1 ___WV [____I

''Adult Cephalic 1 1 1 _____I______I 1_____1 I ____
Trans-rectal IP IP IP I P 1 2 1]P I P I P 1 j [ 4.5.7.11

[Trans-vaginal I P I P I 1 p2 1 P 1 1 [45 71
iTrans-urethral I~ I I _ i [ I___ I I____ I I 1I____1 1 ____
[Trans-esoph. (non-Card.) I l___I ____I_____ l____ ____I I____
lfMuscuko-skeletal (Conventional)I1 V ___ I_____V1___ I ____ I~ T__ T ____1IlMusculo-skeletal (Superficial) 1 1 1 ____ _____]___1____ ____1___I___I____
IFintravascular 1 1 _____I______I ___1 _____1_____1____I I_____I

(Other (Specify) lI1------I_____ ______I 1_____ ____ I ____
HCardiac Adult ~j ____ _____ I_____1____ !___ ____

I Cardiac Pediatric 1 1 1 _____ ______I _____1_____1____I____I_____
lI jntravascuiar (Cardiac) I I I ] I _____I _____ I I__ I ____1____1___I___I____

I(Trans-esoph. (Cardiac) 1 1 1 ____ _____I___I____ ___ __ __
I ntra-cardiac1 1 I ____I_____I __I ____I____I___I__ ____
(jOther (Specify)i--- -r -- r ____I_____I I ____I____I___I__ ____

Fjeripheral vessel 1 1 1____ _____1 ____I____I___I___I____
(Other (Specify) I l ___ ________I______I I_____I____ ___I___ ____

N = new indication; P = previously cleared by FDA; E - added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/NI: B/PWD; BDFIPWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDFIPWD5 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I11 Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anlio 400. Arlio 300 V4-0
Transducer: PLT-604AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ _ _ _

Specific B N% PWWI Color Combined THi IDynamic Power CII 4D TOther(Tracks 3) jP~CDDoppler 1(Specify) Flow 2D [Note]

iOphthalmic i i___I ____ _____ I_____I____1 ___F ____

Abdominal 1 1 1 _________II____ ___ 1___I____
llntra-operative (Abdominal) fTf 1 ____I_____ 1____I____ T I____
Jlntra-operative (Neuro) I ____I______IT____ _____I___ i ____I I-aparoscopic 1 1 1____ _____1 ____I____ __ I____

lPediatric I I~ I I_____[______ _____I____ I___I_____
[Small -rgan(Specify) (1) IP~ I I P J 2 Pj P P 5'J]7

INeonatal Cephalic I I___[ ____1_____I ____I____1 1____
Adult Cephalic ~~ ____I_____I ____I____I ___I____

rTrans-rectal l i _I_ _I _I_ I
T'rans-vagina r i [ - ____I_____I ____ ___ lI___I____
ITrans-urethralj f j ____I_____J ________I.-I ____

fTrans-esoph. (non-Card.) 1{ __ 7_ 1 _____f____ 1 ____T _ ---- ____ I- ___

I(Conventional) VPPFT 1 I I P J lV I P' 1~
jMusculo-skeletal (Superficial) fPj P J P P 2 JP P P' 5 7
lntravascular W ___W ____ _____ 1 _____I____I ___ I _____

110ther (Specify) I I ___I ____I_____ I ____ ____I___ ____

ICardiac Adult J J I I ____I_____I ___ ___ T____
jCardiac Pediatric 1 1 1____ _____i____ ____I I____
lIntravascular (Cardiac) [II____I _____I ____I____I II____I
T7rans-esoph. (Cardiac) j j I____I _____[ 1 ____I ___ __ ____I

[Intra-cardiac j j I ____I_____I ____I____I I~~____
fOther (Specify) iIlI1_____ ______V _____I_____I V _____

I lPeripheral vessel PVIFP1 P I~ P 1 2 1 P I I P' I I_ 1 577
bo0ther (Specie') IF1 1 I F______II_____ ~ ___ _____

N = new indication; P =previously cleared by FDA; F - added under this appendix
Previous 5 10(k) of the transducer: K123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes DIM; B/P WD:.BDF/P WD; BDF/MDF; BDFIMDP/PWD
Note 3 Combined mode includes DIM; B/PWD; BDP/PWD; BDFIMDF; BDF/MDFIPWD: 20/C WD: BDF/CWD
Note 4 TD[
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Flastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21 CFR 80L.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.ODiagnostic Ultrasound System

System: Anlio 500. Aplio 400. Anlio 300V4.O
Transducer: PLT-704AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application jMode of Operation
Specific B MI PWD{CWDI Color lCombined ITHI Dynamic 1Power CII 40 Other

(Tracks 3) j Doppler (Specify) ]Flo I D Notel

OphithalmicI ____ *____ ____I I ____

P~etal 1 1 1 I I I I _ I I_____ I~ ____ I ___ I I_____
]Abdominal l l __ ____I_____ ~ ____I____

Ilntra-operative (Abdominal) J I____ _____i____ ____1 !
lintra-operative (Neuro)al___[______l I ____ ____ __ I ____

ILaparoscopic i i ____I_____I___I____I ___I __I ____

rPediatric l Ii I ____ _____I___I____ I _ __ I__ I__ I____
Fsmall Organ (Specify') (1) [ PI PI II P 2 P P P___ 1 I
INeonatal CephalicIl __I ____I_____[I____ ___ __ ____

[Adult CephalicV 1 __1 _________II__ I I____
jTrans-rectal I- ~ --I____ _____I I____ ___________

ITrans-vaginal I I - - - ____I_____I ____I____ __ I ____

Trans-urethral I I I - -iI _______ I ____ I I I_________I ~ ____

ITrans-esoph. (non-Card.) I1 1 ____1_____1 I___ I __ II I ____

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ P P- --- ~ -~ P J 2 PP P 5 1 7 J
IMusculo-skeletal (Superficial) JPJP]Pj P 2 JP P P [M___}

ilIntr~avascular I I I [ 1_____ 1 ______1 1______1_____I____I I____
11Other (Specify) I 1 1 I____ 1 I_____ 1 _____I_____I___ _____
IlCardiac Adult uf ____ I ______V 1 ____ I ___ I ___ I____

Cardiac Pediatric _____I______1 1 _____1 ____1 __ i ______

Ilntravascular (Cardiac) 1 1 1 _____I______1___ ____ _______ ___1_____

ITrans-esoph. (Cardiac) 1 I I I I_ _ _ _ _ _ _ _1_ _ _ _ _ _1 I I_ _ _

ilntra-cardiac I 1 1 ___ I _____ 1 1 I____ I I___I I I I _ ___

10ther (Specify) I I I I I______ I I___ 1 I _ __ I _ __ I I___I _

IlPeripheral vessel P I P I P I I P 1 2 1 P I P I P I 1 5-7
il0ther (Specify) I1 I I I I ______ _____J________ ~ _____

N = newv indication: P = previously cleared by FDA: E added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes BIM; 1/P WO: HDF/PWD; BDF/MDF; I3DF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; I3DF/MDF/PWID; 2D/CWD: HDF/CWD
Note 4TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplo 500/400/300 V4.ODiagnostic Ultrasound System

System: Aplie 500. Alio 400. Alio 300 V4.0

Transducer: PLT-704SBT

Intended Use: Diagnostic ultrasound imaging or fluid flowv anal'sis of the humnan body as follows:

Clinical Application IMode of Operation _ _ _ _ _

Specific HIM PDCDColor Combined 1 TIl Dynamic Power CHI 4D Other
(Tracks 3) jDoppler (Specify) Flo 2D INotel

OphthalmicII I1______f______I!_____ ____jf ___I_____

lAbdominal J f I____I____II ____I___I __ i ____

llntra-operative (Abdominal) f Ij ____I_____1 7 ____I___ I__ l I ____

lIntra-operative (Neuro) fi lT____I_____I _____I____ I____
jj1-aparoscopic j f ____I _____I____ 

____I . 1 ____

IlPediatric P 1____1 ___ ___I__ ~ I___
__________Organ _________ _PPPP 1 2 P~ P P j 5.7.14.151_

I N eon atal Cephalic 1 I f T___ 1_____I I_____I____ __

lAdult Cephalic l i ____I_____ ____I____ ____

ITrans-rectal 
____ _____I ____I ____ I ____

JTrans-vaginal IIIII____ _____l~*____I____I I____
ras-urethralI 1 I I ____I _ _ _ _ i ____1 ___1 __ I I ____

Tras-esoph. (non-Card.) 1 1 1 ____I_____ I ____I ___I___I ____

SMusculo-skeletal
(Conventional)I I I TP2 P P P57j15

rMusculo-skeletal (Superficial) IPI PIP P j 2 [PJ P J P I 57774J1
rlntravascularIf i l _____I_____I I ____I____ ___I

if0ther (Specify) I I 1 1__________
[~ardiac Adult I I- ] _____f_____ 1 _____I____1 f___f_____I
IjCardiac Pediatric [ 11 ____ ____ - ____I____ 1 ___f____

Intravascular (Cardiac) f 1 ! ____ ____ __ ____I____I f___f____
ilTrans-esoph. (Cardiac)fI11 ____I ____I __ ____I____1 I __ I____
jIntra-cardiac f l ! _ _ f_ _I I_
O1ther (Specify,)I [ 1 ____I_____ f ____I____I I I ____I

Pleipea vese PE P 1 2 P___ I ____ II 15____ ____

O1ther (Specify) JJ I ____ I ____ I ____ I _______I _ I _____I

N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; R/P WD: BDFIPWD: BDFIMDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM: B/PWD: BDF/PWD;. BDF/MDF; BDF/MDFIPWD: 2D/CWD; BDF/C1WD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D1 WVMT
Note 14 Boost
Note]l5 SMI
Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.O13iagnostic Ultrasound System

System: A~iio 500. Anlio400.Aoljo 300 V4-0
Transducer: PLT-705BTF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation ____ _________________

Specific TB M] PWD CWDJ Color I Combined ITHI 'Dynamic Power CHI 4D Other

(Tracks 3) Doppe(Secify) Flow 20[oe
Ophithalmic ___I ____I _____ ___I_____I____ i ___I ____

IFetal I ___I I ____I _ ___ I _ ____ I I _____I____ i ___ ____

jAbdominal I P 1I _ I IPT 2 1 P[ I I P_ I11 1 [5.7
Ilntra-operative (Abdominal) IJPjIP I P _ _ [ P 2 P I P I___ P 5-7

tntr-operative (Neuro) 1 1 __ __ ____I_____I ____I ____ I ___

ILaparoscopic Jj ____I_____I ____I ___ F 1____
Pediatric I1I _____I______ [ _____[_____j____ _____

Small Organ (Specify) (1) _____I______I _____I____ ___ _____

Neonatal Cephalic1 11 ____1_____I ____I____ __ ____

lAdult Cephalic1II--I ____I_____I ____I____ I__ ____

ITrans-rectal T_____1______I ____ ____II___I_____

[Trans-vaginal1 11 ____I_____I ____I____I I__ I____
[Trans-urethral I I____ _____1 ____1____Ii__ I____I
[Trans-esoph. (non-Card.) 1 1 ____1_____ I ____ ___ I__ I I____II Musculo-skeletal

iMusculo-skeletal (Superficial) I I I___I____ _____1 ____1____ I ___I____

lIntravascular 1 1 __ ____I_____I i____I____I___I___I____
O0ther (Specify) __I ____I_____1 1 ____1 ____I___I___I____I

ICardiac Adult [ [1 1__ J ____ ___ 1 1___ 1 ___ __ I___I___
lCardiac Pediatric I __ __I _________I~T I____I ____I___I_ _ I____I
[Intravascular (Cardiac) I I ___ ___I_____I______ ~ _____I____ ___I___ ____

[Trans-esoph. (Cardiac) 1 1I___I____ _____ ~ ____ ____I___I___I____

lIntra-cardiac[ [ I ___I____ _____1 I____I ____I___I___I____I

I Peripheral vessel [ l ____I_____ I ____ ____I I I____
Il0ther (Specify) II Z __[ I ____I_____1 I____I___ I I I ____

N = new indication; P = previously cleared by FDA; E - added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes H/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes DIM; D/PWD; BDF/PWD; BDFIMDF; BDFIMDF/PWD; 2DICWD: DDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc- 5 10(k) Preniarket Notification
Aplio 500/400/300 V4.O13iagnostic Ultrasound System

System; Anljo 500. Ayljo 400. Apljo 300 V4.0
Transducer: PVT-7058T1-1

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation _ _ _ _ _

specific B M NIPWD [CWD Color [CombinedI THi }Dynamnic1 Power CHII [ 4DI Other
(Tracks 3) Doppler j(Specify) Flw2D j Notej

:OphthalmicI---[ -.1_____I______I ____ ____1 I ____

[IFetal l l I I ___ I _____ I I______ ___ I _____ I _____ ~ ~ _____

[jAbdominal P I P I I I P 1 '2 1 P p [P IP5.7j
ilntra-operative (Abdominal) I P I P I P J 2 [P[I P I P 577_ I ____Illntra-operative (Neuro)J I I I __I ____I_____I___I____ __ _ I__ I____
L1aparoscopic 1 1 ____I_____I I____ ____F I I____
[Pediatric IIlv~ ____I_____ I____ ____[''I .
Ismail Organ (specify) (1) ____ _____I I____ ____[ ~ ____

[Neonatal Cephalic J I [ I____I_____ i _____1____ ____

[Adult Cephalic J[1 f ___ j_____1 _____ _____ ____

Trans-rectal 1[ 1 I T____ _____ ~ ____ ____I'~ ____

[Trans-vaginal V ii[ I ____I_____l""I ____I____I I__ I____
[Trans-urethralI I1 ' I ____I_____I __I ____I____1 [ I____
[Trans-esoph. (non-Card.) [ I I____ ____ ___ ____I 1____
Musculo-skeletal[[ I __

I(Conventional) [ I I____ ____

[iMusculo-skeletal (Superficial) jI ___I_________

InrvsuarI i I ___ _____ __ ____ ____ I_____________________ __ ____ _____ ____ ____ - --rI____

SOther (Specifr)I 1 1 ___I _____I______ i_____ ____i""' 'i_____
J(Cardiac Adult I I ___I _____I______ I _____ ____I I"""1_____I
JjCardiac Pediatric l 1 ___I____I _____I I____ _ __ ____I

jIntravascular (Cardiac) i i ___I____I _____I I____I____ I l ____

ITrans-esoph. (Cardiac) T l ____I_____ I ____ ____I i___I____
Intra-cardiacIi 'I 1 ____I_____F 1 ____ ____I T __ I____
1 Other (Specify)i- n i___I____I____ ____I____I I__ [____I

JjPeripheral vessel11 I ___I_____1______[ I_____I____ I ___I_____

11Other (Specify) I I I II______F ____ ____I I___ ____

N = new indication; P = previously cleared by FDA: E - added under this appendix
Previous 5 1 0(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/PWD; BDF/PWD: BDF/MIJF; BDF/MDF/PWD
Note 3 Combined mode includes RIM: B/PWD; BDFIPWD; BDF/MDF; F3DF/MDF/PWD; 2DI/CWD; 130F/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note Is SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.Ofliagnostic Ultrasound System

System: Apljo 500. Anlio 400. Aplio 300 V4.0
Transducer: PLT-805AT

Intended Use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as follows:

Clinical Application jMode of Operation _____ ______ _____

Specific B NI PWCD Color Combined fTHI Dynamic PowerTH CIT 4D) Other
(Tracks 3) Doppler (Specify) I lo 2D l Notej

Ophthalmc 1 1 1 _____1______ _____I____ 1 ____

jAbdominal11 1 ____1_____1 ____I____I __ I____
Intra-operative (Abdominal) 1 1 ____1 ____ I ____ ___1 1___1____
llntra-operative (Neuro) ____I_____1 ____I____F 1 I____
ILaparoscopicI I I ____I_____11____ ___ T i
jPediatric Ii--[ -~ ____1_____1 ____1____ I ____
ISmall Organ (Specify) (1) 1 P P P I P J 2 Pl'I P I P 1__ 1 1__5.6.7.11I

[lNeonatal Cephalic ~[ ____I_____ I ____ ____I___I___I____

Adult Cephalic ____1_____I ___ I ___I __I __I____I

ITrans-rectal[ 1l ____1_____V ___I ___I __I __I____I

jTrans-vaginal 1III~ ____I_____I ___ ___ __ ____
Iffrans-Iurethral 1 1 1 ____ _____I ____I____ I ___1____

I Trans-esoph. (non-Card.) 1 1 1 ____I_____I I ____I ___ I 1 1____
Muculo-skeletal (ConventioalIPPP P ]2 P~ P P I156711

limusculo-skeletal (Superficial) P P P~ P 2 1 P P I P 1 5.6.7.11i
[Ijntravasculari1 II-I____j _____1l____I ____I ____I

11Other (Specify') II I ____ _____I___I____ ____I I ____

rTCardic Adult 1 1 1____ _____1 1____ ____I I____
[cardiac Pediatric1 1 1 ____I_____ I ____I ___ i ____I

[Intravascular (Cardiac)1 1 1 ____I_____1 I____I___ I ____

frrans-esoph. (Cardiac)1 1 _________I ____1 1 ____1____I__ I__ I____
[Intra-cardiac I1 I ____I_____ i ___I ___I I__ I____
[Other (Specify)___ __________]- I____{_____I *I_ __I____

ITP-eripheral vessel P ~P 1P P 1 2 1P P P I 1 1 15.6.7.1 l
fOther (Specify,) I 1 I ~ ____I_____L.____ ____. .___.___

N - new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/PWD; BDF/PWD: BDF/MDF: BDF/MDFIPWD
Note 3 Combined mode includes HIM; B/PWD: BDF/PWD: HDFIM1DF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21I CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Atjlio 400. Apljo 300 V4.0

Transducer: PLT-1 005BT

Intended Use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as follows:

Clinical Application Mode of Operation
Specific B M IPWD CWD Color ICombined THi Dynamic Power CIIII 4D Other

(Tracks 3) I Doppler (Specify) IFlow 2D [Note]

Ophthalmic l i___1 ____1 _____I~I_____1____TI ___I_______

lAbdominal I- __ ____I_____[I____ ___11 _____

Flntra-operative (Abdominal) j [j ____I_____ ____I____I I______
Intra-operative (Neuro) I~___I ____I_____I ____I____ 1
FLaparoscopic ~I ____1_____ ____I____ I ______

jPediatric 1I 1 T_ ____I I ____I____ 1 I_______
* Small Organ (Specify) (I,)- I7V P ] P__F 2 1IPI P' I P_ 11 5,1.14,15j
* Neonatal Cephalic I I[ ____ I I_____ I~ ___ I _____ I I__

jAdult Cephalic 1I-1 I7 I_____ I ______I __________I ___ _______

Trans-rectal ___ ____ _____ I _____I____ II_______
[Trans-vaginal i ~ I____ ____ ~ ___ ___ _____

[Trans-urethral 1 1 1 T__ I ____ II ___ I I___ I__ I_____
[Trans-esoph. (non-Card.) 1 1 1 ___ I ____ I I I I__ II _ I I_____

Musculo-skeletal T P__ _____ P P ___ I56~
I(upvefiial) I P P_ P 2 If7I 1 T---I L
Musculo-skeletal P P IP IP 2 P 1  P P 5j 6.7. 11. 1 4.15

IlIntravascular 1 4 ___I____ _ _ _ _ T ____I_ _ _ _I ___F _ _ _ _ _

_______ (Spiiiv I_ I I_ [I I_ I _I I
iCardiac Adult I I I - I -__ ____I_____ I ___ I ____1 I___I______ I
ICardiac Pediatric I jl I I I I _____I 1____ I I 1___ ____1 __ ______

Intravascular (Cardiac) i i____J ____ I ____I ___ II_______I
ITrans-esoph. (Cardiac) I I___V ____I_____I~ ____I F ~ ______

llnt-ra-cardiacIII II____1 _____I7____ ____I 1 ______I

lo0ther (Specify)I I I I I ____I_____I I ____I____I __ I ______I

111eripheral vessel i---F- IFP PI I[ P 1 2 1JP I P I P 1 1 15.6.7-11,14,15
Other (Specify) I[ ~ ~ I__I__II I I______ I[ I_____ I I I I

N =new indication: P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes R/M; B/PWD; BDFIPWD; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 20 WMT
Note 14 Boost
Note 15 SMI
Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Avlio 400. Aplo 300 V4.0
Transducer: PET-I1202S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____

Specific [B JM IPWDICWD Color }Combined THIl Dynamic JPower CHI 4D Other
(Tracks 3) Doppler (Specify) JFlow 2D [Note]

Ophthalmic I~~____ _____ ____ ____V F__ ____

lFetal I I I I - - I____ _____ ____I____ I 1____
jAbdominal[ II I____1 ____II ____I____I___I1____

Intra-operative (Abdominal) [Pj P P 1 2 PV~ _____I____ __ __ 4.5.11
[intra-operative (Neuro) [ ~ l ____ ____ ~ ____I____I I I____
[Laparoscopic ____1_____I ____I____I l ____I

[PediatricI- I-- -- ____ _____1 I ____J ____I 1___I ____I

[Small Organ (Specily) (1) P P P~ 1 P 1 2 JP __ _J P 4.5, 11
Ne-on-atal Cephalic1 1 1 ___I____1 _____1 1____1 ___ I 1 I____

[Adlult Cephalicf J J I____I _____1.I ____ I ____I

[Tran-s-rectal II1 111 ____I ___1 1-7-__ I -T _ ~~i____
frrans-vaginal I- - - ~ ____I_____ ~ ____I.I1~ 1 I____

'[Trans-urethral ~ ____1_____ 1 ____ ____ II ____I

[Trans-esoph. (non-Card.) I I j____ ____ ~ ____ ___ 1
Mus culo-skeletaI (Conventional)f P PfPJI P } 2 P ___ I f P J I 475AI

iJucl-keea Sprficial) I 1 I P I 2 1I P___ I I P{ 2] 4.5. 11

'In51travacular I Il ____ I I_ _ _ _ 1 ____ _ _ _ _ II _ _ _ _

Ilother (SpeciN) I~ 1~~ I ____1_____ I ___ I ____ Il I____
[ICardiac Adult 1 1 1 ____ _____1 ____1____ ____

ilCardiac Pediatric 1 1 1 ____ _____ ~ ____ ____I __ ____

j~taaclr(Cardiac) I 1 1 ____1_____ 1 ___ I ___ FI I_ I ____
finra-ardi a rdiac)_____I _____ ____I 1 1 ____

l10ther (Specify) I I ___I___I 11 ________ I ____

Peripheral vessel P P~ P IP~ 1 2 F1 ____ P 7 }4,541I
Ilother (Speci5y) lI I I ____ _____l I ____I____I I___ II_____ I
N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes RIM; fl/P WD: BE/P WD: HOE/MOE; EDF/MDF/PWD
Note 3 Combined mode includes RIM; R/PWD: ROE/P WD: BDF/MDF: BDF/MDF/PWD: 2D/C WD: BDF/CWD
Note 4 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109).



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Anlio 500. Avlio 400, Anlio 300 V4.0
Transducer: PLT-l1204BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application jMode of Operation _ _ _ _

Specific B M JPWD CWD Color [Combined THi Dynamic] Power CH-I 4D Other
(Tracks 3) ] IDoppler j(Specify) j Flo 1 [Note]

Ophthalmic I1------- ____ _____ ]_____I____ ___[i_____

Jintra-operative (Abdominal) _______ ____

jin-tra-operative (Neuro) ____

11-aparoscopic ____ __ ____

jPediatric j(____J_____I___I____ ___F1___I____I

Small Organ (Specify) () P P PP2 1 P I P 4 I t ' 6'7.11
Jiieonatal Cephalic liii I ___7___ I ______i _____ I____ I___11_____

________cta I I I _ II _I_ I _ITrans-vaginal I~I II ___ I I I ___ ____7

iTrans-urethral I I I I 1I_____ I I______ II I_____I________ ___ ____

jlTrans-esoph. (non-Card.) I 1 1 I____I_____I __ I ___ I I I I____
Muosculo-skeletal 2 P P P456..11
[(Conventional) P PP1

Mucl-kltl(Superficial) PP PP 2 P J P I 4.6.7.1 1
IntravascularI- -- F --I___I____ ____[ fl____ ____ ___ I____
Other (Specify) 1 1___I____ ____ 1____1 ___1 II____

j~Cardiac AdultI ____I_____I___I____1 ___I I____
(Cardiac Pediatric [ i i _____I_____ __ ____1____ I ____

llntravascular (Cardiac) [ I ___I I____ ________I____ ____I___[ ____

ITrans-esoph. (Cardiac)[1 __1 I ____I_____ I ____I____I___[ I_____
i Intra-cardiac I 1 ___I~~- ____I_____ I ____ ____I___I ____

P~eripheral vessel P P PP 2 r I P__ I P 1 r4 1 147767AL
[(Other (Specify) fIII I_____ ______(____I_____ ____ 1 _____

N = new indication:' P = previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K1 23992

Note I Small-organ-includes thyroid, breast and testicle.-
Note 2 Combined mode includes R/M: B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes RIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2DICWrD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I1I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI
Prescription Use Only (Per 21 CER 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

Svstem: Aplio 500 300 V4.O
Transducer: PLT-l 204BX

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body' as follows:

Clinical Application IMode of Operation- ____ ____ ____ ___

Specific BIM PWD CWD Color Combined THi Dynamic Power CHII 4D Other
(Tracks 3) Poppe Seiy Flo r2D [Note]

;Ophthalmic F ~ i 1_____ _____ ____ ____1 I _____

jAbdominal I [ _____[______I I_____I____ 1 ____

llntra-operative (Abdominal) [ 1 1 _____ ______I _____I____ i ! _____I

[Intra-operative (Neuro) I I I___I____I_____I___I____I____1___I___I____
Laparoscopic I I ~ - ._________ j____ ____1 I I____

jPediatric riIII______I______I _____I_____I I_____
[Small Organ (Specify) (1) 1 P I fP P P 2 1P1 I P I 5,7___

INeonatal Cephalic I____ I I____ II ____ ____i l ____

Adult CephalicF l ! ____I ____ I____I ___ I I ____

FTrans-rectal [ I ! __________ ____ ____I___ ____

Il'rans-vaginalI----I--I____I_____ I____ ____I __II____

j1'rans-urethral I I I__ I I ____I_____I ____I___ __ __ I___
[Trans-esoph. (non-Card.) I l I I _ I _ _ I ____ ____ I ____ ____II____

[Musculo-skeletalP P PP2 P P 5.
[(Conventional)
[FMusculo-skeletal (Superficial) P P P lP~ 2 P [ P____ 5' I ___ 7__

1 llntravascular 1 1 1 ____ ____ ____I____ I ___I____

11Other (Specifyv) JJ ____I_____I ____I____I 1 . ____

[Cardiac Adult IIIlI____ _____I___I____ ____I I____
ICardiac Pediatric[ i T I ____I_____I I____I ____I __ ____

Intravascular (Cardiac) I l l ____1_____ ~ ________ I-.I I ____

ITrans-esoph. (Cardiac) I 1 1 I____ 1 I____T____ ____I I ____

Intra-cardiac [ I ~ ____I_____ ____ ____ ~ I____
[O0ther (Specify) I } I l I____ ____ I ____ ____ ~ ____

P-eripheral vessel I 1P i P l P I 2 l1 Y p p _____ I __ 57a

lO-ther (Specify) I~ 1 I 1 I____ I _____I [I____ I I____I I I____
N = new indication: P = previousy cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K 123992

Note I Small organ includes thyTold- breast and testicle.
N ot 'e 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes DIM; B/P WD: BDF/PWD: BDF/MDF: BDFIMDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3 D Color (Volume Color)
Note Il0 sTC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21 CER 801.109)



Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
Aplic 500/400/300 V4.ODiagnostic Ultrasound System

System: Anlio 500. Aolio 400, Anljo 300 V4.0
Transducer: PLI- I1204MV

Intended Use: Diagnostic ultrasound imaging or fluid flowv analy sis of the human body as follows:

Clinical Application IMode of Operation ________

Specific BRIM iiWDhCWD Coo obnd THi IDynamic Power CHI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [oe

tOphthalrnic __________ ______ _____ _____I ] ______

Fetal 1 F ___F____I I___ ___I 1 i___
lAbdominal l F 1 _____1______I ____ ____[ 1_____
Ilntra-operative (Abdominal) [I~ ____I_____I___I ____I____[ " I]____

j~taoeaie(Neuroali l_ _ I _II l_
ilLaparoscopic 1 l _ I ______ I _____ I _______ I I ____

P1ediatric f Il _ I ____ __ I I I ____I___ I I I ____ I
ISmall Organ (Specify) (1) I]lf P' I{ 2 lP I" I P lI P 15,7,8,9,101
INeonatal Cephalic I1 1 ____1_____1 F____ I _ __ I I I I___

ljAdult Cephalic 1 f I ____ _____ I f____ I - 1__I I____[rrans-rectal -~ --- __ ____i_____ - ____I____ ___I i____
]Trans-vaginall i i ___I____ ____ I ____F ___I F-i____
IITransiesoph. (non-Card.) IF I________ ______ __ ____

JI M u s c u lo -s k e le t a l _ _ _ _ _ _ _ _ _

(Conventional) I I P I P IP 57891I [Musculo-skeletal (Superficial) I P IP [ P __ P 2 P~ P I P I }P 578 91
Intra-vasc ular I l I i I_____ _____ I I ____ I I____I 1 1_____
[Other (Specify) I l F I I____ I _____[-I_____J____ ____

ICardiac Pediatric[ { __II____I _____I ____1____[ I_____
Iilntravascular (Cardiac) I I I- I____ I I____ F I _____I ____ ~ ' ____

ifTrans-esoph. (Cardiac) I 1 I I I I____I_____I___I_____I____ ~ __ ____

jintra-cardiac 1 1 I____I ____I __I ____I____1 I __I_____I

l10ther (Specif ')1 1I ____I_____I___F____I ____IF_____I

JjPeripheral vessel P P P~___ P 1' 2 1__ P ______ IT l P K5 s,9,lo
Ilother (Specify) t I __1 F____ I I____ I_[ _ ___I ____

N - new indication: P = previously cleared by FDA: E - added under this appendix
Previous 5 10(k) of the transducer: K(123992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; EDE/MOF; BDF/MDF/PWD: 2D/CWVD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio 500/400/300 V4.ODiagnostic Ultrasound System

System: Aplio 500. Anljo 400. Anljo 300 V4.0

Transducer: PET-508MA

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____

Specific B M IPWDTCWDJ Color Combined THi Dynamic Power CHII 4D Other
(Tracks 3) 1 Dopplei Seiy Flow 12D Notel

Ophthalmic [I J I____ I _ ___ I [I____I____ I [I____
IFetal I--- I . I_____I_____ I I ____ I____I I _____

[AbdominalFF 1 ___I ____II____I_______

jIntra-operative (Abdominal) lIi I ____I_____I I____I___ F I I ____I

l-ntra-operative (Neuro)1 1 1 ____1_____ i ____I____I___I ____

[L-aparoscopicI- I- ---I____{ ____1 1 ___I ___I ____I

[PediatricI- II ____J_____I1____I ____I I____
Small Organ (Specify) (1)II ____ ____I I ____I___ I I I____I

INeonatal Cephalic I I ____I____ I____I____I I____
IAdult Cephalic 1 1 1____ _____1 ____1 I I____
T'1rans-rectal 1 1 1 ____ _____1 ____1____ 1 ____

[Trans-vaginal 1 1 1____ ____ 1____1____I I____
[Trans-urethral 1 1 1 ____ ____ i ____I____I___I I____
hIans-esoph. (non-Card.) 1 11 ____I_____I ___1 ___I I I ____I

Musculo-skeletal

(Conventional)
IMusculo-skeletal (Superficial) j J ____]_____I -i____I ___ I__ 1__ 1____I

IFn-trav as culIarI- I- - - - . _____I______ 
1 ____I ____1 ___1___1 _____I

O0ther (Specify) l E F _____I______ ]_____ _____I 1____1_____
C-adiac Adult 1 1 1_____ ______I _____I_____ i I_____

jCardiac Pediatric} j j I____j _____ I ____I____ ___ _____

llntravascular (Cardiac)1 11 ____I_____ I ____I____I V I ____

ITrans-esoph. (Cardiac) I]PI {P P JP P j 3 1 ___ P ___ 4.13
[intra-cardiac -I [ -_____ - _______ I ______I_____ i _____

[0ther (Specily) III----i_____ ______I _____I_____I l____
[Peri pheral vessel ___V I____ _____I___I____ ____I___F I____
Il0ther (Specify) n I I I_____ ______I I_____ _____ ___I 1_____
N = new indication: P = previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: K1 23992

Note I Small organ includes thyroid- breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; I3DF/PWD: BDF/MDF; BDF/MDF7/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF: BDP/MDF/PWD: 20/C WO; BDF/CWD
Note 4TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STic
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastographv
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note I5 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplic 500/400/300 V4.Ofliagnostic Ultrasound System

System: Anlio 300. Aolio 400. A~lio300 V4.0

Transducer: PET-S I 0MB

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____

specific JBMPWD CWD Color Combined TI Dynamic Power CHII 4D Other

(Tracks 3) Doppler (specify) Flo [DNote]

Ophthalmic Il-- --~ _________ __ ____[____ 1 ___I____

[Fetal I 1 1 ____ _____ I I _ __ I ____ II I 1_____1_1
jAbdominal11 1 ____I_____1 ____1____ i!____
l~ntra-operative (Abdominal) J~~____ ____ I____I____I I____
[Intra-operative (Neuro) f } ___[ ____I_____V I____I____I I___I____

Jl1-aparoscopic ----- 1 1 I I _____I _____I __I____ I___II I ____

jPediatric1 11 ____I_____I___I____I____I I ____

[Small Organ (Specify) (1) I ] * ____I_____ ____ ____I I____
'[Neonatal Cephalic1 1 1 ____I_____ __ ____I I I____I

IlAdult Cephalic I I I ____I_____I___1____ 1 1____
JTrans-rectal __ ____ _____I___1____1 ____I I ____

ITrans-vaginal I} _____I____ I 1 I____1___ II ____I I
ITrans-urethral 1I---~~ _____[______[~1_____J____ I II ____ I
11rans-esoph. (non-Card.) 1 1 1 _____I_____ ] ____ ____I 1 I____
Musculo-skeletal
(Conventional)_____________ ________I_________ ________I______ ~ I I _______

IMusculo-skeletal (Superficial)j jf ____ _____I ___ 1____[ 1____I
Ilntravascular ______________ ______ ___ _____ _____ i _____

lo0ther (Specifyv) I I ___ _____ ______I I_____ _____I 1____I____
lCardilac Adult f ___ J _____I______I___ ____1 ____1 ___1___1_____I

ICardiac Pediatric I I_____ I I_____ ____ ____ ____

llntravascular (Cardiac) I1 1 I_____ I______ II_____ _____[1 i_____
ITrans-esoph. (Cardiac) [P{P P[ P P 3 P __ ___ 1 4J13
Intra-cartliac 1 1 1 ______ ______ ___ _____ _____ _____

1Other (Specify) l i ! ______ ______ _____ _____ 1 _____

Peripheral vessel [ __ I __________ i ____1 ___ 1 1 ____

11Other (Specify) 1 7 _____ ______I I_____ _____I11____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 51 0(k) of the transducer: K1 23992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDP/CWD
Note 4 TOI --

Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I1I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.O13iagnostic Ultrasound System

System: Anljo 500. Ano 400. Apljo 300 V4.0
Transducer: RET-5 12MC

Intended Use: Diagnostic ultrasound imaging or fluid flow, analysis of the human bd sflos

Clinical Application IMode of Operation _ _ _

Specific B NI IPWD1CWD Color Combined THi Dyna mic} Power CHII 4D3 Other
(Tracks 3) 1 Doppler (Specify) Flow 2D 1[Note]

;Ophthalmnic. ____I *____ I ____I I ____

A-bdominal -T-__I_____ I ____ ____I I ____

Intram-operative (Abdominal) J J ~ ____ ____ f ____ ____I I ____

In-tra-operative (Neuro) i __ I f ____I_____ I f ____I _ __ 1 I ____I

ILaparoscopic I-I-I I I ____I_____I ___ I ____ I I ____

[lPediatric I-I-.I--I___I ____ ______ I I _____f__________

Small Organ (Specifl') (1) 1 i 1 1____ 1 _______ II ____ ____ f I ___

[INeonatal Cephalic I 1 1 I I____ II I___ I I___ i ____

[Adult Cephalic i l ] _____I_____ I ____ ____I I I____
Irans-rectal I ! ____ _____I___I____I ____ I ____

iTrans-vaginal 1 1 ____I _____I___I____I ____ T T ____

frrans-urethral I 1 1 I___ I _____ I I____I ___ I i ____

(Trans-esoph. (non-Card.) [ f __ ____I_____I ____I____f 1 ____

[uculo-skeletal 
____

IMusculo-skeletal (Superficial) [ ~ _________ ____ ___ I ___

1intravascular l i _I_ _I _ _I i_
fother (Specify) [ i i____ _____I ____I____ I
Tcaraiac Adult f I f____ ____ ~ ____I____I I 1
lCardiac Pediatric f l ____I_____ I ____ ______________

[lIntravascular (Cardiac) f l ! ____ _____I___I____ ____I___I_______

iTrans-esoph. (Cardiac) I l I Pf P3 f ___ I___ 4.13

ltr-cardiac1I-- I ____I _____ I_____I____I I_____
11other (Specify) ii _____1______ ___ _____I_____I____

I Peripheral vessel [ I l ____I _____I___I____ ______ __ ____

[O0ther (Speciftr) T l I _____I____7_ _ I ____ 1 1____ 1 1 1 ___

N = new, indication: P = previously cleared by FDA: E = added under this appendix
Previous 5 1 0(k) of the transducer: 103629

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes R/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; B/PWD: RDFIPWD: BDF/MDF; BDF/MDF/PWD: 2DICWD; BDFICWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anlin 400. AnIlo300 V4.0
Transducer: PC-20M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _ __ ____ ________

Specific B M PIWD Color ICombined ITHi Dynamic~ Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D jNotej

Ophthalmic I F ~ ! _____________[________________I____I _____P Fetal I 1 1 7______ 1 1______ _____ 1______I T ___

jAbdominal F I I ____I _____11____1 ____IT I ____

Intra-operative (Abdominal) I [ I ____1_____1 ] ____1____ I ____

Fintoperative (Neuro) f____I ____ I ____1____ I ____

Laparoscopic I i ___I ____I_____I I____ ____I___I___I____

Pediatric IF . __I ____ I ____ ___ ___I____
Small Organ (Specify) (1) I I TF I_____II____I ___11__ I____
Neonatal Cephalic l i ____I_____I ____I____ __ ___I____

jAdult Cephalic I I 1I I I____ I _ ___ I _ _ I _____I _ ___1 __1__ I ___

ITrans-rectal TI I__III I _ ___ I _ _ I _____I ____ __ ___I___

ITrans-vaginal I 1 I__III I_____ I I__ ____ I ____I___I___I____fl~ ans-urethrai adl__ ____11 I____I_ _ _ ___

[ Musculo-skeletal
i(ConventioVnal) 1 __ _ _ _ ~ _ __I__ _ I _ _ _

I Musculo-skeletal (Superficial) [ __J f ____I _____I I__ __I____ ] I_____
lintravascular[ J __ J j____ _____i I____I ____1 1 ____

[O0ther (SpeciC,') I 3 I __ I ___I _ I I_____ I I________ I l I ____I _
jCardiac Adult JI I __ I P I ____ I____ I__ I ____ I I___ I___I _

lCardiac Pediatric I I I I P I _____I I___ __ ____I______________

jIntravascular (Cardiac) I I I I I _____I I_____1___ ____ ____1 I I____
ITrans-esoph. (Cardiac) 1 1 1 ___ I _____ I__ I ___I _ I I____ Il I____

ntra-cardiac I I 1 ____I_____ ___1____ ____i l ____

O6ther (Specify) j [ _____I ______1____I_____I ____1 II _____I

IlPeripheral vessel I f ___1~ I___ I _____1____1___ I ___ _ 1 I I ____

[O0ther (Specify) I I I 1 1 I I______ I ___ _____I_____11 _____

N - newv indication: P = previously cleared b% FDA: E - added under this appendix
Previous 5 10(k) of the transducer: K1 23992

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDFIPWD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes HIM; B/PWD; BDF/PWD: BDF/MDF: I3DF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo 500/400/300 V4.ODiagnostic Ultrasound System

System: Anljo 500. Anlio 400. Anljo 300 V4.0
Transducer: PC-50M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _________

Speciic IB I MPWD CWD Color Combined TIll Dynamicl Power CHI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D jNotej

jOphthalmic[ [ f _____I ______[ I _____1 _____ ___ _____

jAbdominal[ 1I ____I _____I ____ ____ I ____

[Ira-operative (Abdominal) 1 1 1 ____I_____1 [ ____I____ 1I
Intra-operative (Neuro) IJ ____I_____1 ____I____11 _ _ ____

Ilaparoscopic 1 1 1 ---___ T -1_____ ____ I____I____
jPediatric I I I I I____ ____ 1____ ___ 1 ___F____

ISmall Organ (Specifyv) (1) f I ___I _____I ____I____ __ ___I____

rN-eonatal Cephalic 1 I __ ___7 _____I I_____I____ __

[Adult Cephalic [ [ I____ ____ T ___ ___ II____
[Trans-rectal1 FI[ ____I1 1 ____1 ____ I I ____

[Trans-vaginal ] {- ____I_____ ___ I________
iTrans-urethral [T [____ _____I ___ I ___
Trans-esoph- (non-Card.) 11 1 _____I_____I _____I____I __I____

FNMu-sculo-skeletal ____
I(Conventional)
[Musculo-skeletal (Superficial)

Ilittravasculat- T11 1 I____1_____ I____ ____

[Cardiac Adult [iP I__ V ____I_____I I____ ____1 I I____
[Cardiac Pediatric T TP I ____ ____ I____ ____III___
1itravascular (Cardiac) I 1 1 I____ 1 I____ II____ ___ I____
Trans-esoph. (Cardiac) I I___I ____I_____I ____I____ I I____
Intra-cardiac I I I I__ ~ ____ I____ I I ____ ___ ~~
O0ther (Specify') I-I--I __ I-* ____I_____ __ ____I____ ~ ___I____

IlPeripheral vesself I[ J ___ ____ I___ I ____I___ I1 ___F____
[O0ther (Specify) 7ff1_____ ______I____I_____ ____ 7____I_____
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K 123 992

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM: B/PWD: BD/P WD; BDF/MDF: BDF/MDE/PWD
Note 3 Combined mode includes HIM;: B/PWD: BDF/PWD: BDFIMDF; BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I11 Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost
Note 15 SMI

Prescription Use Only (Per 21 CFR 8O1.109)


